23 MAY 2016

Ref: H201601585

Dear

Freyberg Building
20 Aitken Street
PO Box 5013
Wellington 6145, New Zealand
T +64 4 406 2000

W www.medsafe govinz

Response to your request for official information

Thank you for your request of 21 April 2016 under the Official Information Act 1982 (the

Act) for

“Assistance under the NZ FOIA, in obtaining the CARM statistical reports,
pertaining to Gardasil vaccine adverse reports, specifically for the Christchurch,
Canterbury Region. | would like the data that covers reports from the period of time of
commencement of use of Gardasil in NZ, to present day, for this region.

| would be most obliged, if | could have a break down of those reported events
which have been deemed related to Gardasil, by CARM and of these, how many were
deemed serious. | would hope that the types of adverse events are also recorded. | am
also wanting to know how many, if any claimants, have received ACC payments, as a

result of Gardasil vaccine related injury”.

The information relating to this request is itemised below, with a copy of the document

attached.
Request Response
CARM statistical reports, pertaining to Attached is:

Gardasil vaccine adverse reports,
specifically for the Christchurch,
Canterbury Region. | would like the data
that covers reports from the period of
time of commencement of use of
Gardasil in NZ, to present day, for this
region.

1.A report titled 'HPV Vaccine —
Official Information Act Request’ with
a period of 01 September 2008 fo 31
March 2016.

[ would be most obliged, if | could have a
break down of those reported events
which have been deemed related to
Gardasil, by CARM and of these, how
many were deemed serious. | would
hope that the types of adverse events
are also recorded.

Attached is:
2.A report titled ‘HPV Vaccine —
Official Information Act Request’ with
a period of 01 September 2008 to 31
March 2016.




{ am also wanting to know how many, if
any claimants, have received ACC
payments, as a result of Gardasil vaccine
refated injury.

This part of the request has been
transferred to ACC.

f trust this information fulfils your request.

Yours sincerely

Acting Group Manager
Medsafe
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Report Title:
Prepared for;

Prepared by:

Request:

New Zealand Pharmacovigilance Centre
University of Otago

PO Box 813, Dunedin, New Zealand

Telephone, 64-3-479 7185

Fax: 64-3-479 7150

Email: nzphve@otano.ac.nx
Website: hitps:azphve otago,ac.nz

HPV Vaccine
Official information Act Request

Centre for Adverse Reactions Momtonng 3 >
New Zealand Pharmacowgllance Cen ré)
May 2016

v mterpretato mailed re e pri
NZPhvC U iled E\,\;\IA il 2018)

1. Numb ergl )ported ol
&t llawj ena

rdasn vaccin

\bury Region

F 1 Chn/t h
eriod 91 \a% r2008 to 31 March 20186
@ As ess% CARM as 'refated to Gardasil' { See Note 1)

@@"

Nu be of-cases categorlsed serious (See Note 2)
K\pes of Adverse Events Following Immunisation {AEFIs ) ( See Note 3)

4 Number of ACC payments for Gardasil related injury

@5%

Summary

Data Lock Point;

31 March 2016

Total Reporis from Christchurch, Canterbury 48
Total AEF1s from Christchurch, Canterbury 97
Serious cases 2
Number of ACC payments Unknown to CARM
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New Zealand Pharmacovigilance Centre

University of Otago

hyY FO Bax 813, Dunedin, New Zealand

l YZ Telephone: 64-3-472 7185
Fax: 64-3-479 7150

\ Email: nzphve@Polace. ac.nz

Website: hitps:nzghve.otago.ac.nz

Summary
Data Lock Point; 31 March 2016

1. Number of cases reported to CARM for Gardasil HPV vaccine
that meet the following criteria

a. From Christchurch, Canterbury Region
b. Period: 01 September 2008 to 31 March 2016
¢. Assessed by CARM as 'related to Gardasil’ ?@ i

Number of cases
2008

2009
2010
2011
2012
2013
2014
<© Smw@

Note 1: afisal |s as level scale

\af%y

sﬁaly
Unllkely

\\5§ Awailing further information to enable assessment
b Insufficient information to enable assessment
@ Related cases are those where the adverse evenis are assessed as
Definitely
@ Probably

or Possibly
linked to the vaccine

2. Number of cases categorised serious? ({See Note 2)

Serious Cases 2

Note 2: DRefinition of Seriousness

The foliowing codes are used to define seriousness in accordance with international
criteria as detailed in the ICH E2D guidelines:

» C = Congenital abnormality

« D = Died

» H = Hospitalisation or prolonged hospitalisation

« . = Life Threatening

« O = [ntervention required to aveid permanent harm

v Pz Persxstmg disability (af the time of the report)
Seriousness is assessed for each report based on the resuitoutcome of the adverse
event(s}, the individual events are not separately assessed for serfiousness.
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New Zealand Pharmacovigilance Centre
University of Otago

hv PO Box 913, Dunedin, New Zealand

{ V Telephone. 64-3-479 7185
\ o Fax: 64-3-479 7150
\ Emait: nzphve@alago.ac.nz

Website: htlps:nzphve olago.ac.nz

3. Types of Adverse Events (AEFIs) { See Note 3)

Table: HPV Vaccine — AEF!s per System Organ Class

Individual AEFls

Total
by SOC ¥ P
Alimentary X <\\(? 8
Injection Site % \/(\>\42 ( (\)

Haematological ((g\@ (\\\\\ 1 \J/
Musculoskeletal (\( (\\\v ﬂ\\ 12

Nervous System (a2 SO T 22
Others (\\\\\x - A (\> \X v 6
Psychiatrig CFanges\— (\\u‘“\\ [ 7
Resp{r/t)ﬁ\\/)/ /@1\\\)\) 3

ST shd Appendage WS 10
h SpeeHl Sens\e< @\/ 3

Total i >\> 97
@(t v N \
i@ @\w umber of occurrences of each individual AEF] is in the appended listing

Notend: % AEF] = Adverse Event Following Immunisation

Cardiovascular /‘1 \ \2 A'IBKB \Q
/
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Frequency of AEFIs to HPV vaccine within System Organ Glass Groups - 01 September 2008 te 31 March 2016
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Freguency of AEFTs to HPY vaceine within System Organ Class Groups - 01 September 2008 to 37 March 2016
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Frequency of AEFIs te HPV vaccine within System Organ {lass Groups - 01 September 2008 to 31 March 2018
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